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DETAILED ACTION 

1. Amendment filed 12/26/02 has been entered. Applicant has amended claims 72, 
78-80, 83, 87 and 111-113. Applicant has cancelled claims 48-51, 74, 85 and 88. 
Claims 44-47, 72-73, 75-84, 86-87 and 111-114 as they pertain to the elected 
polypeptide of Group I (polypeptide of SEQ ID NO:2) will be examined. Claims 5-36, 
38, 52-71, 89-110, were previously withdrawn from consideration as being directed to a 
non-elected invention. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action (7/18/00, paper number 1). 

3. The proposed drawing correction and/or the proposed substitute sheets of 
drawings, filed on 4/10/02 were approved by the Examiner in The Office Action dated 
7/2/02 (paper number 28). New corrected drawings are required in this application 
because corrected formal drawings have not been submitted. Applicant is advised to 
employ the services of a competent patent draftsperson outside the Office, as the U.S. 
Patent and Trademark Office no longer prepares new drawings. The corrected drawings 
are required in reply to the Office action to avoid abandonment of the application. The 
requirement for corrected drawings will not be held in abeyance. 

Claim Rejection, 35 U.S.C. 112 

4. Claims 72-73,75-84, 86-87 and 111-114 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 
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Claims 72, 83, 87 remain indefinite because it is not clear what specific regions 
of the protein comprise a “biologically active fragment” and what activity is contained in 
said fragment so as to allow the metes and bounds of the claim to be determined. 
Applicant has not traversed Examiner’s rejection as it pertains to a “biologically active 
fragment”. 

Claims 78 and 111 remain indefinite because the phrases “stringent conditions” 
and “allelic variant” are not clearly defined so as to allow the metes and bounds of the 
claim be determined. Applicant argues one skilled in the art would readily understand 
the term “allelic variant” and “stringent conditions”. Applicant further argues “allelic 
variant" is recognized and accepted by the PTO as evidenced by issuance of U.S. 
Patents 5,710,023 and 6,268,480, which use the term. Also argued is that the term 
“allelic variant” would mean a naturally occurring variant of the nucleotide sequence 
encoding the IL-13 receptor. Applicant also argues “stringent conditions”, as explained 
in the specification, are those customarily employed by those of skill in the art. 
Applicant’s arguments have been fully considered but are not found persuasive. The 
term “variant” carries no weight in terms of structure and function and encompasses an 
unlimited number of alterations and reads on unrelated molecules. Also it is impossible 
to determine if a particular variant occurs in nature without the knowledge of every 
sequence of every polypeptide found naturally. Further, if a nucleic acid molecule is 
mutated and stably expressed in a cell line, does it encode a protein that is naturally 
occurring? Further “stringent conditions” of hybridization are not specified. The metes 
and bounds of the group of sequences that would meet the limitations of the claim 
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depend upon the precise conditions under which hybridizations were performed 
including wash conditions. Since the hybridization and wash conditions dictate, which 
nucleic acid sequences remain specifically bound to the nucleic acid the metes and 
bounds of the claims cannot be determined without the disclosure of said conditions. 
Further, applicants' reference to issued Patents to overcome the rejection under 35 
U.S.C. 112, second paragraph, for the claimed protein, is not persuasive because each 
application is examined on its own merits. In the decision of In re Hutchison, 69 USPQ 
138 (CCPA, 1946), the court held that 

“We are not concerned, of course, with the allowed claims in either the patent or in 
this application. The sole question for our determination is whether the six article 
claims on appeal were properly rejected below, and this we pass upon without 
further reference to, and without comparing them with, the claims in the patent or 
the claims, which stand allowed in this application.” 

In essence, the position in the instant application that each application is 
examined on its own merits can be found in the judicial precedent cited above. The 
rejections in the instant application will only be withdrawn if they are shown to be legally 
or factually unsound. 

Claim 87 remains indefinite because it is not clear what is the “mature sequence 
of IL-13 receptor chain protein, IL-13R/?" the “extracellular domain of sequence (a)”or 
“intracytoplasmic domain of sequence (a)”. Further it is not clear what is sequence (a). 
It is also not clear what fragments (a) -(c) are to referring to. Claim 87 is an 
independent claim and does not contain subsections (a), (b) and (c). It appears 
Applicant may have intended to be make claim 87 dependent on claim 83, if that is the 
case an appropriate amendment must be made. If the claim is an independent claim, 
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then for clarity, subsections (e)-(h) should be changed to subsection (a)-(d). Applicant 
argues the terms “mature sequence” is defined in the specification. Applicant also 
argues the terms “extracellular “ and “intracytoplasmic" domain are defined in the 
specification. Applicant's arguments have been fully considered and are not found 
persuasive. The claims do not disclose the SEQ ID NO:. The regions of the protein 
that comprise “mature sequence of IL-13R/? ”, “extracellular domain of sequence (a)” 
or intracellular domain are disclosed are also not disclosed so as to allow the metes and 
bounds of the claim to be determined. Further the name IL-13R/? is not an art accepted 
term and carries no weight in terms of structure so as to allow the metes and bounds of 
the claim to be determined. To overcome the rejection, it is suggested, IL-13R/? be 
referred to by SEQ ID NO: and the domains be identified by a specific amino acid 
sequence. 

Claims 73, 75-77, 79-82, 84, 86, and 112-114 are indefinite because they 
depend on an indefinite base claim. 

5. Claims 44, 46-47, 72-73, 75-78, 81, 83-84, 86-87,111-114 remain rejected under 
35 U.S.C. 112, first paragraph, because the specification, while being enabling for the 
following compounds: a) protein comprising the amino acid of SEQ ID NO:2, b) 
specific fragments of the protein of SEQ ID NO:2 (e.g. the fragment consisting of 
residues 1 to 337 of SEQ ID NO:2) which can inhibit the binding of IL-13 to the protein 
of SEQ ID NO:2, and c) specific fragments of the protein of SEQ ID NO:2 which are of 
sufficient length to be used as epitopic portions of the polypeptide of SEQ ID NO:2, 
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wherein said epitopic portions are useful for producing antibodies which bind to the 
protein of SEQ ID NO:2, does not reasonably provide enablement for other compounds 
not disclosed in subsections a)-c) above. The, specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. 

Applicant argues claims 72-73, 75-78, 81, 83-84, 86-87 are directed to 
specifically defined fragments of SEQ ID NO:2, biologically active fragments or allelic 
variants thereof. Applicant argues the fragment of amino acid residues 1-337 of SEQ 
ID NO:2 can be used to show inhibition of IL-13 binding. Applicant also argues one 
skilled in the art would readily understand the term “allelic variant” and “stringent 
conditions”. Applicant further argues “allelic variant” is recognized and accepted by the 
PTO as evidenced by issuance of U.S. Patents 5,710,023 and 6,268,480, which use the 
term. Also argued is that the term “allelic variant” would mean a naturally occurring 
variant of the nucleotide sequence encoding the IL-13 receptor. Applicant also argues 
“stringent conditions”, as explained in the specification, are those customarily employed 
by those of skill in the art. Also Applicant argues “biological activity” is clearly defined. 

Applicant’s arguments have been fully considered but are not found persuasive. 
The term “variant” carries no weight in terms of structure and function and 
encompasses an unlimited number of alterations and reads on unrelated molecules. 
Also it is impossible to determine if a particular variant occurs in nature without the 
knowledge of every sequence of every polypeptide found naturally. Further, if a nucleic 
acid molecule is mutated and stably expressed in a cell line, does it encode a protein 
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that is naturally occurring? Further “stringent conditions” of hybridization are not 

specified and biological activity not clearly define. The scope of the claims depend 

upon the precise conditions under which hybridizations were performed including wash 

conditions. The hybridization and wash conditions dictate, which nucleic acid 

sequences remain specifically bound to the nucleic. Further, applicants' reference to 

issued Patents as establishing enablement for the claimed protein is not persuasive 

because each application is examined on its own merits. In the decision of In re 

Hutchison, 69 USPQ 138 (CCPA, 1946), the court held that 

“We are not concerned, of course, with the allowed claims in either the patent or in 
this application. The sole question for our determination is whether the six article 
claims on appeal were properly rejected below, and this we pass upon without 
further reference to, and without comparing them with, the claims in the patent or 
the claims, which stand allowed in this application.” 

In essence, the position in the instant application that each application is 
examined on its own merits can be found in the judicial precedent cited above. The 
rejections in the instant application will only be withdrawn if they are shown to be legally 
or factually unsound. 

The claims are drawn to isolated protein that binds interleukin-13 or fragments 
thereof. The specification discloses the protein of SEQ ID NO:2 binds IL-13. The 
specification also discloses the fragment of amino acid residues 1-337 of SEQ ID NO:2 
can be used to show inhibition of IL-13 binding to the protein of SEQ ID NO:2. The 
critical feature of the isolated protein is that it binds IL-13, said critical feature is 
contained in a specific sequence of SEQ ID NO:2. Although, it may be argued that 
since the fragment of amino acid residues 1-337 of SEQ ID NO:2 can be used to show 
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inhibition of IL-13 binding to the protein of SEQ ID NO:2, said fragment also binds IL-13. 
This is not necessarily the case. The fragment could reduce binding by interacting 
directly with the protein of SEQ ID NO:2, thereby causing a conformational change that 
reduces the binding of IL-13 to said protein. Alternatively, the fragment may reduce the 
binding of IL-13 to the protein of SEQ ID NO:2 by indirect means. For example, the 
fragment may have effects on other proteins on the cell surface that may be required for 
functionality of the protein of SEQ ID NO:2. The direct binding of IL-13 to a fragment of 
the protein of SEQ ID NO:2 is not disclosed. The structure of SEQ ID NO:2 required for 
11-13 binding has not been disclosed. The scope of the claims encompasses other 
fragments that have not been specifically disclosed to have the critical feature of the 
invention, and further lack the elements that have been disclosed as enabling. The 
specification does not identify any minimum size of fragment of SEQ ID NO:2 that would 
retain activity. Fragments, as written, embrace polypeptides, which may be unrelated to 
the protein of SEQ ID NO:2. Without disclosure of where specially, in the structure of 
the molecule, the critical feature is contained, it accordingly follows that the 
specification does not adequately teach how to make or use a commensurate number 
of such species. One cannot make or use that which cannot be envisioned. Further the 
product by process claims may produce protein completely unrelated to the receptor of 
SEQ ID NO:2. Nucleic acids, not encoding the critical feature of the receptor of SEQ ID 
NO:2, are also produced using the method as claimed. For example, hybridization 
conditions may lead to isolation of nucleic acids which encode polypeptides unrelated to 
the protein of SEQ ID NO: 2. Applicant has not disclosed how to use said 
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protein/fragments. Many said protein variants may be inactive. Applicant has not 
disclosed how to use said inactive variants. Applicant has not disclosed the gene 
encoding claimed protein or allelic variants. The disclosure does not teach how to 
produce active variants, or to use the numerous fragments which did not share one of 
the enabled functions set forth above e.g. for the production of an epitope fragment of 
protein of SEQ. ID. NO:2. Due to the large quantity of experimentation necessary to 
identify the DNA of instant invention containing the critical feature of the invention, the 
lack of direction/guidance presented in the specification regarding the identification, 
purification, isolation and characterization of said DNA, the unpredictability of the effects 
of mutation on the structure and function of proteins, and the breadth of the claim which 
fail to recite sufficient structural limitations encompassing the critical feature of the 
invention, undue experimentation would be required of the skilled artisan to make or use 
the claimed invention in its full scope. 

Further pertaining to claims 78, 87 and 111, the instant fact pattern closely 
resembles that in Ex parte Maizel . 27 USPQ2d 1662 (BPAI 1992). In Ex parte Maizel . 
the claimed invention was directed to compounds, which were defined in terms of 
function rather than sequence (i.e., "biologically functional equivalents"). The only 
disclosed compound in both the instant case and in Ex parte Maizel was the full length, 
naturally occurring protein. The Board found that there was no reasonable correlation 
between the scope of exclusive right desired by Appellant and the scope of enablement 
set forth in the patent application. Even though Appellant in Ex parte Maizel urged that 
the biologically functional equivalents would consist of proteins having amino acid 
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substitutions wherein the substituted amino acids have similar hydrophobicity and 
charge characteristics such that the substitutions are "conservative" and do not modify 
the basic functional equivalents of the protein, the Board found that the specification did 
not support such a definition, and that the claims encompassed an unduly broad 
number of compounds. Such is the instant situation. Clearly, a single disclosed 
sequence does not support claims to any protein derived from the same, given the lack 
of guidance regarding the structure of the nucleotide sequence encoding an interleukin- 
13 binding polypeptide. 

6. Claims 44, 47, 72-73, 75-78, 81, 83-87, 111-114 remain rejected under 35 
U.S.C. 112, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed. 

Applicant has not traversed Examiners’ rejection. 

The claims are drawn to isolated polypeptide comprising fragments of SEQ ID 
NO:2, polypeptide encoded by nucleotide sequences that hybridize to the nucleotide 
encoding the protein of SEQ ID NO:2, allelic variants. 

The neither disclosure, nor prior art provide any data or suggest which fragments 
of SEQ ID NO:2 have a specific biological activity. The disclosure of the distinct 
polypeptide of SEQ ID NO:2 (380 amino acids) does not adequately describe the scope 
of the claimed genus, which encompasses a substantial variety of subgenera including 
full-length, truncated, fusion polypeptides and variants thereof; and pharmaceutical 
compositions comprising said polypeptides. A description of a genus of polypeptides 
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may be achieved by means of a recitation of a representative number of polypeptides, 
defined by an amino acid sequence, falling within the scope of the genus or of a 
recitation of structural and functional features common to members of the genus, which 
features constitute a substantial portion of the genus. Regents of the University of 
California v. Eli Lilly & Co., 119 F3d 1559, 1569, 43 USPQ2d 1398, 1406 (Fed. Cir. 
1997). The specification fails to provide sufficient descriptive information, such as 
definitive structural or functional features of the claimed genus of polypeptides. There is 
no description of the conserved regions, which are critical to the structure and function 
of the genus claimed or which sequences may be biologically active and what is that 
biological activity. There is no description of the sites at which variability may be 
tolerated and there is no information regarding the relation of structure to function. 
Structural features that could distinguish the compounds in the genus from others 
excluded are missing from the disclosure. Furthermore, the prior art does not provide 
compensatory structural or correlative teachings sufficient to enable one of skill to 
isolate and identify the polypeptides encompassed and predict their use. Further no 
identifying characteristic or property of the instant polypeptides is provided such that 
one of skill would be able to predictably identify the encompassed molecules as being 
identical to those instantly claimed. 

The specification further fails to identify and describe the regulatory regions 
essential to the function of the claimed invention, which are required since the claimed 
invention currently encompasses the full length, truncated, fusion polypeptides and 
variants thereof. Since the disclosure fails to describe the common attributes or 
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characteristics that identify members of the genus, the disclosure of the ability to have 
any biological active sequence derived from SEQ ID NO:2, is insufficient to describe the 
genus. One of skill in the art would reasonably conclude that the disclosure fails to 
provide a representative number of species to describe and enable the genus as 
broadly claimed. The allelic variants are not disclosed. The amino acids that comprise 
the specific domains is not disclosed. 

An adequate written description of a protein, requires a precise definition, such 
as by structure, formula, chemical name, or physical properties, not a mere wish or 
plan for obtaining the claimed chemical invention. Accordingly, an adequate written 
description of a protein is more than a mere statement that it is part of the invention and 
reference to a potential method for isolating it; what is required is a description of the 
protein itself. Accordingly, the specification does not provide a written description of the 
scope claimed. Protein comprising specific fragments disclosed to bind interleukin 13 
are enabled. 

No claim is allowed 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nirmal S. Basi whose telephone number is 571-272- 
0868. The examiner can normally be reached on 9:00 AM-5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Gary Kunz can be reached on 571-272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Nirmal S. Basi 
Art Unit 1646 
June 9, 2004. 
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